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S-3924. 2

SENATE BI LL 6591

St ate of WAshi ngt on 59th Legislature 2006 Regul ar Sessi on
By Senators Kei ser and Deccio

Read first time 01/16/2006. Referred to Conmttee on Health & Long-
Term Car e.

AN ACT Relating to the distribution of dangerous drugs; anending
RCW 18.64.011 and 18.64.046; creating a new section; prescribing
penal ti es; and decl aring an energency.

BE | T ENACTED BY THE LEG SLATURE OF THE STATE OF WASHI NGTON:

NEW SECTION. Sec. 1. (1) The legislature finds that the public
assunes the prescription drugs they obtain at their |ocal pharmacy wl |
be safe and effective. However, the |egislature also finds that there
is increasing evidence of efforts by certain entities to profit from
the production or distribution of dangerous or counterfeit prescription
drugs. These practices may result in patients not receiving therapies
that alleviate suffering and save |ives.

(2) The Ilegislature intends to mnimze the public's risk of
exposure to dangerous prescription drugs by enhancing the current
regul atory framework, in an effort to prevent the introduction of
dangerous drugs and biologics into the drug distribution chain wthout
I nposi Nng unnecessary costs on the drug distribution system

Sec. 2. RCW 18. 64. 011 and 1997 ¢ 129 s 1 are each anended to read
as foll ows:
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Unl ess the context clearly requires otherwi se, definitions of terns
shall be as indicated when used in this chapter.

(1) "Person" nmeans an individual, cor poration, gover nnent ,
governnental subdivision or agency, business trust, estate, trust,
partnership or association, or any other legal entity.

(2) "Board" neans the Washington state board of pharnacy.

(3) "Drugs" neans:

(a) Articles recognized in the official United States pharnacopoei a
or the official homeopathic pharnmacopoeia of the United States;

(b) Substances intended for use in the diagnosis, cure, mtigation,
treatnment, or prevention of disease in man or other animls;

(c) Substances (other than food) intended to affect the structure
or any function of the body of man or other animals; or

(d) Substances intended for use as a conponent of any substances
specified in (a), (b), or (c) of this subsection, but not including
devi ces or their conponent parts or accessories.

(4) "Device" nmeans instrunents, apparatus, and contrivances,
including their conponents, parts, and accessories, intended (a) for
use in the diagnosis, cure, mtigation, treatnent, or prevention of
di sease in man or other animals, or (b) to affect the structure or any
function of the body of man or other aninmals.

(5) "Nonlegend" or "nonprescription" drugs neans any drugs which
may be lawfully sold wi thout a prescription.

(6) "Legend drugs" neans any drugs which are required by any
applicable federal or state law or regulation to be dispensed on
prescription only or are restricted to use by practitioners only.

(7) "Controlled substance" neans a drug or substance, or an
i medi ate precursor of such drug or substance, so designated under or
pursuant to the provisions of chapter 69.50 RCW

(8) "Prescription" neans an order for drugs or devices issued by a
practitioner duly authorized by law or rule in the state of WAshi ngton
to prescribe drugs or devices in the course of his or her professional
practice for a legitimte nmedical purpose.

(9) "Practitioner" neans a physician, dentist, veterinarian, nurse,
or other person duly authorized by law or rule in the state of
Washi ngton to prescribe drugs.

(10) "Pharmacist” neans a person duly licensed by the WAashi ngton
state board of pharnmacy to engage in the practice of pharmacy.
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(11) "Practice of pharmacy” includes the practice of and
responsibility for: Interpreting prescription orders; the conpoundi ng,
di spensing, |labeling, admnistering, and distributing of drugs and
devices; the nonitoring of drug therapy and use; the initiating or
nodi fying of drug therapy in accordance wth witten guidelines or
protocols previously established and approved for his or her practice
by a practitioner authorized to prescribe drugs; the participating in
drug utilization reviews and drug product selection; the proper and
safe storing and distributing of drugs and devi ces and mai nt enance of
proper records thereof; the providing of information on |egend drugs
which may include, but is not limted to, the advising of therapeutic
val ues, hazards, and the uses of drugs and devi ces.

(12) "Pharnmacy" neans every place properly licensed by the board of
pharmacy where the practice of pharmacy is conduct ed.

(13) The words "drug" and "devices" shall not include surgical or
dental instrunments or |aboratory materials, gas and oxygen, therapy
equi pnent, X-ray apparatus or therapeutic equipnent, their conponent
parts or accessories, or equipnment, instrunents, apparatus, or
contrivances used to render such articles effective in medical,
surgical, or dental treatnment, or for use or consunption in or for
mechani cal, industrial, manufacturing, or scientific applications or
pur poses, nor shall the word "drug" include any article or mxture
covered by the Washi ngton pesticide control act (chapter 15.58 RCW, as
enacted or hereafter anmended, nor nedicated feed intended for and used
exclusively as a feed for aninmals other than man.

(14) The word "poison" shall not include any article or mxture
covered by the Washi ngton pesticide control act (chapter 15.58 RCW, as
enacted or hereafter anended.

(15) "Deliver" or "delivery" nmeans the actual, constructive, or
attenpted transfer from one person to another of a drug or device
whet her or not there is an agency rel ationship.

(16) "D spense” neans the interpretation of a prescription or order
for a drug, biological, or device and, pursuant to that prescription or
order, the proper selection, neasuring, conpounding, |abeling, or
packagi ng necessary to prepare that prescription or order for delivery.

(17) "Distribute" nmeans the delivery of a drug or device other than
by adm ni stering or dispensing.
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(18) "Conmpounding” shall be the act of conbining two or nore
ingredients in the preparation of a prescription.

(19) "Whol esaler” shall nean a corporation, individual, or other
entity which buys drugs or devices for resale and distribution to
corporations, individuals, or entities other than consuners.

(20) "Manufacture" neans the production, preparation, propagation,
conpoundi ng, or processing of a drug or other substance or device or
t he packaging or repackaging of such substance or device, or the
| abel ing or relabeling of the comrercial container of such substance or
devi ce, but does not include the activities of a practitioner who, as
an incident to his or her adm nistration or dispensing such substance
or device in the course of his or her professional practice, prepares,
conpounds, packages, or |abels such substance or device.

(21) "Manufacturer" shall nmean a person, corporation, or other
entity engaged in the manufacture of drugs or devices.

(22) "Labeling" shall mean the process of preparing and affixing a
| abel to any drug or device container. The | abel nust include al
information required by current federal and state |aw and pharnacy
rul es.

(23) "Adm nister” nmeans the direct application of a drug or device,
whet her by injection, inhalation, ingestion, or any other neans, to the
body of a patient or research subject.

(24) "WMaster license systenmt neans the nechani sm established by
chapter 19.02 RCW by which master |icenses, endorsed for individua
state-issued licenses, are issued and renewed utilizing a master
application and a naster license expiration date comon to each
renewabl e |icense endorsenent.

(25) "Departnent” neans the departnent of health.

(26) "Secretary" means the secretary of health or the secretary's
desi gnee.

(27) "Health care entity" neans an organization that provides
heal th care services in a setting that is not otherw se |icensed by the
state. Health care entity includes a free-standi ng outpatient surgery
center or a free-standing cardiac care center. It does not include an
i ndi vi dual practitioner's office or a nultipractitioner clinic.

(28) "Chain drug warehouse" neans a permanent physical |ocation
for drugs and/or devices that acts as a central warehouse and perforns
intraconpany sales, and sales and transfers of drugs or devices to
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chain pharnacies, which are nenbers of the sane affiliated group under
comon ownership and control. Chain drug warehouses nust be |icensed
as whol esale distributors.

(29) "Designated representative" neans an individual designated by
the whol esale distributor who is actively involved in and aware of the
actual daily operations of the wholesale distributor.

(30) "Normal distribution channel™ neans the route that the | egend
drug travels:

(a) From a manufacturer to a wholesale drug distributor, to a
pharmacy, and to a patient or patient's agent;

(b) From a manufacturer to a wholesale drug distributor, to a chain
drug warehouse, to a pharmacy affiliated with the chain drug warehouse,
and to a patient or patient's agent;

(c) From a nmanufacturer to a chain drug warehouse, to a pharnmacy
affiliated with the chain drug warehouse, and to a patient or patient's
agent ;

(d) Froma manufacturer to a third party logistics provider, to a
whol esale drug distributor, to a pharnmacy, and to a patient or
patient's agent;

(e) Froma manufacturer to a third party logistics provider, to a
whol esale drug distributor, to a chain drug warehouse, to a pharnmacy
affiliated with the chain drug warehouse, and to a patient or patient's
agent ;

(f) Froma manufacturer to a third party logistics provider, to a
chain drug warehouse, to a pharmacy affiliated with the chain drug
war ehouse, and to a patient or patient's agent; or

(g) As prescribed by rules adopted by the board.

(31) "Pedigree" neans a statenent or record in a witten or
electronic form that is approved by the board, that records each
distribution of a legend drug fromthe sale by the manufacturer through
acquisition and sale by each wholesale drug distributor through the
normal distribution channel, and includes information designated by the
board through rules for each transaction. Effective Decenber 31, 2007,
pedi grees shall electronically record, for all prescription drugs, each
distribution starting with the sale by a manufacturer through
acquisition or sale by a wholesale distributor or third party | ogistics
provider, until final sale to a pharnmacy or other authorized person
adm ni stering or dispensing the prescription drug.
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(32) "Third party logistics provider" neans an entity that:

(a) Provides or coordinates warehousing, distribution, or other
services on behalf of a nmanufacturer, but does not take title to the
| egend drug or have general responsibility to direct the | egend drug's
sale or disposition; and

(b) I's licensed under this section.

Sec. 3. RCW18.64.046 and 2005 ¢ 388 s 6 are each anended to read
as follows:

(1) The owner of each place of business which sells |egend drugs
and nonprescription drugs, or nonprescription drugs at whol esal e shal
pay a license fee to be determ ned by the secretary, and thereafter, on
or before a date to be determ ned by the secretary as provided in RCW
43.70. 250 and 43.70.280, a like fee to be determ ned by the secretary,
for which the owner shall receive a license of location from the
departnent, which shall entitle such owner to either sell |egend drugs
and nonprescription drugs or nonprescription drugs at whol esale at the
| ocation specified for the period ending on a date to be determ ned by
the secretary, and each such owner shall at the tinme of paynent of such
fee file with the departnment, on a blank therefor provided, a
decl arati on of ownership and | ocation, which declaration of ownership
and location so filed as aforesaid shall be deened presunptive evidence
of the ownership of such place of business nentioned therein. 1t shal
be the duty of the owner to notify immedi ately the departnment of any
change of | ocation and ownership and to keep the |license of |ocation or
the renewal thereof properly exhibited in such place of business.

(2) Entities engaged in wholesale distribution shall not be | ocated
in a place of residence.

(3) Every wholesaler, wherever |ocated, who engages in whol esale
distribution into, out of, or within this state nust be |icensed by the
board in accordance with the laws and rules of this state before
engagi ng in wholesale distribution.

(4) Failure to conformwth this section is a m sdeneanor, and each
day that the failure continues is a separate offense.

((63))) (5) In event the license fee remains unpaid on the date
due, no renewal or new |license shall be issued except upon conpliance
with adm nistrative procedures, admnistrative requirenents, and fees
determ ned as provided in RCW43.70.250 and 43. 70. 280.
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((4)y)) (B6)(a) The board requires the followi ng fromeach whol esal e

drug distributor as part of the initial licensing procedure and as part

of any renewal of such |icense:

(i) The nanme, full business address, and telephone nunber of the
i censee;

(ii) Al trade or business nanes used by the |icensee;

(iii) The addresses, telephone nunbers, and nanes of contact
persons for the facility used by the licensee for the storage,
handling, and distribution of prescription drugs;

(iv) The type of ownership or operation (i.e. partnership,
corporation, or sole proprietorship);

(v) If a partnership, corporation, or sole proprietorship, the nane

of the partnership, corporation, or sole proprietorship, nane of any
parent conpany, and state of reqgistration of partnership, corporation,
or sole proprietorship; and

(vi) The nanes, social security nunbers, and crimnal and financia

background check information of the owners and/or operators, principal
owners, or officers, including those of:

(A) Designated representatives;

(B) If a partnership, those of each partner;

(C© If a corporation, those of each corporate officer and director;

(D) If a sole proprietorship, that of the sole proprietor

(b) Applicants for a new or renewal license as a whol esale drug
distributor shall submt to the board proof of a bond or other
equi valent neans of security acceptable to the board, which shall be
for the purpose of securing paynent of any fines or other penalties
inposed by the board and any fees or costs incurred by the board
relating to such applicant as authorized under rules adopted under this

section and which remain unpaid by the applicant within thirty days
after such fines, penalties, and costs becone final. The board may
nmake a claim against such bond or security until one year after the
expiration of the license issued to the applicant under this section.
(7) The board shall adopt rules for the establishnent of a pedigree

or electronic file to be used by wholesalers, chain pharnacy
war ehouses, and repackagers for the purpose of ensuring the inteqrity
of drugs owned, purchased, distributed, returned, transferred, and sold

when the products | eave the normal distribution channel.
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(8) Each facility that engages in wholesale distribution nust
undergo an inspection by the board or third party working on behal f of
the board for the purpose of inspecting the wholesale distribution
operations before the initial licensure and periodically thereafter in
accordance with a schedule to be determ ned by the board not |ess than
once every three years.

(9) The board shall be authorized to use an outside agency, such as
the national association of boards of pharnmacy or the verified
accredited wholesale distributors, to accredit wholesale distributors
and repackagers.

(10) Before the initial purchase or sale of prescription drugs to
or fromany wholesale distributor, or to any wholesale distribution to
a wholesale distributor by a manufacturer, a wholesale distributor or
manuf acturer shall adhere to the due diligence standards and
requirenents set by the board. The board may wai ve the due diligence
requirenents if the information has been verified by a third party
wor ki ng on behalf of the board.

(11) The board may exenpt, by rule, wholesalers accredited by the
verified accredited wholesale distributors fromsone of the provisions
of subsection (6) of this section.

(12) In adopting the rules, the board shall seek input from
manuf acturers, wholesale distributors, chain pharnmacy warehouses, and
r epackagers.

(13) A wholesaler's license nmay be denied, refused renewal,
suspended, limted or revoked if the applicant or licensee has violated
any rules adopted by the board of pharmacy under this section.

(a) A personis quilty of a class Cfelony if he or she:

(i) Wth intent to defraud or deceive, perfornms the act of
adulteration, m sbranding, or counterfeiting of any drug or device;

(ii) Wth intent to defraud or deceive, fails to deliver or
acquire, alters, destroys, conceals, forges, counterfeits, or otherw se
fails to maintain a conplete and accurate pedigree, when required;

(iii) Know ngly purchases, receives, sells, acquires, or transfers
a drug or device froma person not legally authorized to distribute the
drug or device;

(iv) Knowingly counterfeits, or falsely creates any label for a
drug or device, or falsely represents any factual matter contained in
any |label of a drug or device; or
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(v) Know ngly manufactures, purchases, sells, delivers, or brings
into the state, or is in actual or constructive possession of any
anobunt of drug or device prohibited by |aw

(b) A personis quilty of a class A felony if he or she:

(i) Know ngly manufactures, purchases, sells, delivers, or brings
into the state, or is in actual or constructive possession of any
anobunt of drug or device prohibited by law, and

(ii) Due to his or her acts, result in the death of a person.

(c) A person found gquilty of any offense under this section, shal

be ordered to forfeit to the state any real or personal property:

(i) Used or intended to be used to commt, facilitate, or pronpote
the comm ssion of the offense; and

(ii) Constituting, derived from or traceable to the gross proceeds

that he or she obtained directly or indirectly as a result of the
of fense. Any property subject to forfeiture under this section may be

seized pursuant to a warrant obtained in the sane manner as a search
warrant or as otherwise permtted by law, and held until the case
against a defendant is adjudicated. Moneys ordered forfeited, or
proceeds fromthe sale of other property ordered forfeited, shall be
equi tably divided between the board and other agencies involved in the

investigation and prosecution that lead to the conviction.

(14) No wholesaler may sell any quantity of drug products
cont ai ni ng ephedrine, pseudoephedrine, phenyl propanolamne, or their
salts, isomers, or salts of isonmers, if the total nonthly sales of
these products to persons within the state of Washi ngton exceed five

per cent of the wholesaler's total pri or monthly  sal es of
nonprescription drugs to persons within the state in March through
Cct ober . I n Novenber through February, no whol esaler may sell any

quantity of drug products containing ephedrine, pseudoephedrine, or
phenyl propanol am ne, or their salts, isoners, or salts of isoners if
the total nonthly sales of these products to persons within the state
of Washington exceed ten percent of the wholesaler's total prior
mont hly sales of nonprescription drugs to persons within the state
For purposes of this section, nonthly sales neans total dollars paid by
buyers. The board may suspend or revoke the |license of any whol esal er
that violates this section.

((65))) (15) The board may exenpt a wholesaler fromthe Iimtations
of subsection ((4))) (14) of this section if it finds that the
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whol esal er di stributes nonprescription drugs only through transactions
between divisions, subsidiaries, or related conpanies when the
whol esal er and the retailer are related by comon ownership, and that
neither the wholesaler nor the retailer has a history of suspicious
transactions in precursor drugs as defined in RCW69. 43. 035.

((66))) (16) The requirenments for a license apply to all persons,
i n Washi ngt on and out si de of Washi ngton, who sell both | egend drugs and
nonprescription drugs and to those who sell only nonprescription drugs,
at wholesale to pharmacies, practitioners, and shopkeepers in
Washi ngt on.

((H)) (A7) (a) No whol esaler may sell any product containing any
det ect abl e quantity of ephedri ne, pseudoephedri ne, phenyl propanol am ne,
or their salts, isoners, or salts of isonmers, to any person in
Washi ngton other than a pharmacy I|icensed under this chapter, a
shopkeeper or itinerant vendor registered under this chapter, a
practitioner as defined in RCW 18.64.011, or a traditional Chinese
herbal practitioner as defined in RCW69. 43. 105.

(b) A violation of this subsection is punishable as a class C
felony according to chapter 9A 20 RCW and each sale in violation of
this subsection constitutes a separate offense.

NEW SECTION. Sec. 4. This act is necessary for the immediate
preservation of the public peace, health, or safety, or support of the
state governnent and its existing public institutions, and takes effect
i mredi atel y.

~-- END ---
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